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Abstract 
With the adoption of Council Directive 91/414/EEC of 15 July 
1.991, a harmonised legal framework was set up for the regula-
t10n of plant protection products in the European Community 
(EC). A central EC decision-making regime for determining the 
acceptability of active substances contained in plant protection 
products was established on the basis of harmonised data re-
quirements detailed in Annex II and III of the Directive. Autho-
risations for plant protection products may be granted at national 
level provided that the active substance has been included in a 
"positive Community !ist of active substances" (Annex I of the 
Directive) and that "uniform principles" (as defined in Annex VI 
of the Directive) are applied in the assessment of the acceptabil-
ity of the product. Decisions on Annex I inclusion of active sub-
stances are taken by the European Comrnission in collaboration 
with the Member States on the basis of the conclusions of the so-
called ECCO Peer Review meetings in which active substances 
are discussed scientifically by Member States' experts. Discus-
sions in these meetings are based on draft assessment reports 
("monographs") which were prepared by one rapporteur Mem-
ber State for a single active substance on the basis of the dossier 
submitted by the producer(s). 
To date (1 March 2000), 16 decisions on Annex I inclusion or 
withdrawals from the market have been taken by the Commis-
sion and 6 active substances have been included in Annex I while 
76 active substances have passed the ECCO Peer Review 
process. These numbers indicate that the procedures involved in 
the regulatory process must still be improved to expedite the in-
clusion of active substances in Annex I. However, the EC has al-
ready contributed significantly to the possibility of world-wide 
harmonisation of active substance evaluation and the prospect of 
work-sharing on a global level through the development of 
guidelines for the preparation of dossiers and monographs as a 
basis for OECD guidelines, the development of CAD DY (Com-
puter Aided Dossier and Data Supply) and the development of 
the ECCO Peer Review process whereby the evaluation of active 
substances is already performed successfully through work-shar-
ing between the EC Member States. 
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Zusammenfassung 
Mit der Bekanntmachung der Richtlinie des Rates 91/414/ EWG 
vom 15. Juli 1991 wurde eine harmonisierte gesetzliche Grund-
lage zur Zulassung von Pflanzenschutzmitteln innerhalb der Eu-
ropäischen Gemeinschaft (EG) geschaffen. Es wurde ein zentra-
l~s System zur Entscheidungsfindung in der EG eingeführt, um 
die Akzeptabilität der Wirkstoffe in Pflanzenschutzmitteln auf 
der Grundlage der in Anhang II und III der Richtlinie festgeleg-
ten Datenanforderungen zu prüfen. Zulassungen für Pflanzen-
schutzmittel können auf nationaler Ebene erteilt werden, unter 
der Voraussetzung, dass der Wirkstoff in einer „positiven Ge-
meinschaftsliste von Wirkstoffen" aufgenommen worden ist 
(Anhang I der Richtlinie), und dass die einheitlichen Grundsätze 
(als „uniform principles" in Anhang VI der Richtlinie bezeich-
net) für die Bewertung der Akzeptabilität des Pflanzenschutz-
mittels verwendet werden. Entscheidungen über die Aufnahme 
von Wirkstoffen in Anhang I werden durch die Europäische 
Kommission in Zusammenarbeit mit den Mitgliedstaaten auf der 
Grundlage der Ergebnisse der so genannten ECCO-Peer Review 
Meetings gefällt. In diesen „Meetings" werden die Wirkstoffe 
durch Experten der Mitgliedstaaten wissenschaftlich beraten. 
Diese Beratungen basieren auf „draft assessment reports" (Mo-
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nographien), die durch einen berichterstattenden Mitgliedstaat 
auf der Grundlage des durch den/die Antragsteller eingereichten 
Dossiers für einen einzelnen Wirkstoff vorbereitet wurden. 
Bisher (1. März 2000) sind von der Kommission 16 Entschei-
dungen über eine Aufnahme in Anhang I oder eine Rücknahme 
des Wirkstoffs vom Markt gefällt worden, und 6 Wirkstoffe sind 
in Anhang I aufgenommen worden, während 76 Wirkstoffe durch 
das ECCO-Peer-Review-Programm bearbeitet worden sind. 
Diese Zahlen zeigen, dass die Prüf- und Bewertungsverfahren 
weiterhin verbessert werden müssen, um die Aufnahme von 
Wirkstoffen in Anhang I zu beschleunigen. Dennoch hat die EG 
schon einen bedeutenden Beitrag zur Harmonisierung der Prü-
fung von Wirkstoffen, und zur Arbeitsteilung auf globaler Ebene 
durch die Entwicklung von Richtlinien zur Erstellung von Dos-
siers und Monographien als Grundlage für entsprechende 
OECD-Richtlinien, die Entwicklung von CADDY (Computer 
Aided Dossier and Data Supply) und die Entwicklung des 
ECCO-Peer-Review-Programms geleistet, wobei die Prüfung 
der Wirkstoffe schon durch die erfolgreiche Arbeitsteilung zwi-
schen den EG-Mitgliedstaaten erfolgt. 
Stichwörter: Pflanzenschutzmittel, Wirkstoff, Europäische 
Union, Europäische Gemeinschaft, Peer Review Programm, 
ECCO, Monographie, Dossier, CADDY 
lntroduction 
Pesticides are widely used throughout the world to reduce the 
risk of losses in crop production caused by harmful organisms 
and weeds. However, their use may pose risks to humans, ani-
mals and the environment, especially if used without having been 
rigorously evaluated for safety and authorised. Within Europe, 
pesticides are split into biocides and plant protection products. 
This paper deals with plant protection products only. The placing 
on the market of biocidal products is regulated by separate Com-
munity legislation, i.e. Directive 98/8/EC of the European Par-
liament and of the Council. In order to control the risks and to fa-
cilitate the trade of plant protection products and plant products 
in the common market, the European Community (EC) has cre-
ated Community legislation, Council Directi ve 91 /414/EEC of 
15 July l 991 concerning the placing of plant protection products 
on the market. As a result, the evaluation of the safety of active 
substances contained in plant protection products is now carried 
out on the basis of EC-wide harmonised data requirements in ac-
cordance with standardised procedures, which are described in 
detail in this paper. The aim of this paper is to explain the EC 
evaluation procedure for active substances, which must at first 
sight appear particularly complex especially to non-EC countries 
not directly involved in the process. The system of evaluation is, 
however, unique in the world. No other !arge group of countries 
shares the evaluation of such a wide scale of active substances. 
It should be noted that the procedures relating to evaluation, doc-
umentation, consultation and decision-making are still evolving 
and are the subject of continuous review with regard to their ef-
ficiency. In addition to describing the current achievements, this 
paper also considers the changes that might be made to the EC 
evaluation regime for active substances contained in plant pro-
tection products in the future. 
The European Community (EC) and its legislation 
Since the foundation of the European Communities was laid in 
1952 with the European Coal and Steel Community (ECSC), the 
importance and impact of the European Communities within its 
borders and on the global economic system has increased. Start-
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ing with 6 European countries in 1952, the EC now comprises 15 
Member States, and enlargement negotiations with further 12 ap-
plicant countries are in progress. The European Communities 
have developed further into the European Union (EU), an um-
brella for the three extant European Communities ECSC, EU-
RATOM, and European Community (EC, formerly European 
Economic Community, EEC). The EU is a unique international 
arrangement with the most important and powerful institutions 
being the European Parliament, the Council of the European 
Union, the European Commission and the Court of Justice. 
As the only multinational parliament in the world, the directly-
elected European Parliament supervises the executive and has 
legislative and budgetary powers. The Council ofthe EU, usually 
known as the Council of Ministers, sets the EU's political objec-
tives and co-ordinates national policies, deciding some matters 
by qualified majority voting and others by unanimity. The Court 
of Justice ensures that the law is observed in all of the activities 
of the Community, and in the interpretation and implementation 
of the various treaties in particular. The European Commission, 
the largest of the Community's institutions, has three distinct 
functions: it initiales proposals for the legislation, is the guardian 
of the treaties, and acts as manager and executor of Community 
policies and of international trade relationships. The Commis-
sion currently consists of 24 Directorates General (DGs). Each 
DG is headed by a Director General, reporting to a Commis-
sioner who has the political and operational responsibility for the 
work of the DG. 
Community law may take the following forms: Regulations 
are directly applied without the need for national measures to im-
plement them. Directives bind Member States as to the objec-
.tives to be achieved while leaving the national authorities the 
power to choose the form and the means to be used. Decisions 
are binding in all their aspects upon those to whom they are ad-
dressed. A decision may be addressed to any or all Member 
States, to undertakings or to individuals. Recommendations and 
opinions are not binding. Community legislation is published in 
the Official Journal of the European Communities in all official 
languages of the EC. 
Until mid 1999, DG Agriculture has been responsible for leg-
islation in the field of agriculture. These responsibilities have 
now been transferred to DG Health and Consumer Protection. 
Unit E. l, dealing with Iegislation related to crop products and an-
imal nutrition, is responsible for the legislation related to regula-
tion of pesticides in the EC and the placing of plant protection 
products on the market. 
EC legislation related to the placing of plant protec-
tion products on the market 
Historical background. Until 1991, all Member States of the 
European Community applied their own registration regime for 
plant protection products and operated independently with little 
collaboration between the countries in most cases. Due to the po-
litical sensitivity attached to pesticides in general, and concerns 
relating to the standard of evaluations within a harmonised sys-
tem, only limited co-operation occurred in certain, specific in-
ternational fora. The situation was considered to constitute a bar-
rier to trade in plant protection products within the intemal mar-
ket of the EC. 
Council Directive 911414/EEC. In order to set up a har-
monised framework for the regulation of plant protection 
products in the European Community, Council Directive 
91/414/EEC of 15 July 1991 (EUROPEAN CoMMISSION, 1991) 
concerning the placing of plant protection products on the 
market was adopted and implemented in all Member States. 
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Six Annexes established within this Directive provide the ba-
sis for the harmonisation of registration procedures and regu-
latory decisions (see Table l ). 
Annex 1 Iisting of active substances. Through the adoption of 
Directive 91/414/EEC, a central decision making regime for de-
termining the acceptability of active substances was established, 
whereas the authorisation of plant protection products would still 
be undertaken at a national level by the individual Member 
States. Anational authorisation rnay be granted provided that the 
active substance has been included in the "positive Community 
!ist of active substances" (Annex I of the Directive) and that "uni-
form principles" are applied, as defined in Annex VI of Directive 
91/414/EEC. Annex I inclusion of an active substance is the re-
sult of a harmonised evaluation and decision making procedure, 
performed on the basis of harmonised data requirements, as de-
tailed in Annex II and III of the Directive. Active substances are 
listed in Annex I, if the conditions of Article 5 of the Directive 
are satisfied, that is, that their use and their residues, consequent 
on application consistent with good plant protection practice, do 
not have any harmful effects on human and animal health or on 
ground water or any unacceptable influence on the environment. 
In order to take account of developments in science and technol-
ogy, the inclusion of an active substance in Annex l is limited to 
a period not exceeding 10 years to ensure that the inclusion is 
regularly reviewed to modern standards in the interest of safety. 
Furthermore, Annex I listing is prerequisite for the mutual recog-
nition of authorisations between Member States as provided for 
in Article 10 of the Directive, whereby one Member State is 
obliged to accept the evaluation and authorisation prepared by 
another Member State in situations where the agricultural, plant 
health and environmental (including climatic) conditions rele-
vant to the use of the plant protection product are comparable in 
the regions concemed. 
Transitional measures for "new" and "existing" active sub-
stances. According to Directive 91/414/EEC, Member States 
shall ensure that a plant protection product is not authorised un-
less the active substance it contains is included in Annex 1. How-
ever, Article 8 of the Directive applies derogations for the autho-
risation of both new and existing active substances in advance of 
their inclusion in Annex 1. 
For existing active substances (EAS), which are those that 
were on the market on or before 25 July 1993, Member States 
may continue to authorise plant protection products, under their 
national rules, for a period of 12 years. During this period, the 
Comrnission undertook to review all of these substances, with 
decisions being taken on inclusion in Annex I or withdrawal from 
the market where the conditions inArticle 5 are not satisfied. For 
"new active substances" (NAS), for which applications for their 
first inclusion in Annex I were made after 25 July 1993, Member 
States may grant provisional authorisations in principle not ex-
ceeding three years. During this time a füll evaluation of the 
dossier has to be made and a decision taken with regard to An-
nex I inclusion. 
Technical harmonisation. Since the adoption of Directive 
91/4 l 4/EEC, guidance documents have been developed with the 
support of all Member States or by specific expert working 
groups (e.g. FOCUS), in order to further facilitate the harmoni-
sation of evaluation procedures and decision making criteria, and 
to give guidance to industry on how to prepare "dossiers" (see 
point 3) and Member States on how to prepare draft assessment 
reports ("monographs") (see point 5). Examples of these guide-
lines are: 
• guidelines for the preparation and presentation of complete 
and summary dossiers for inclusion of active substances in 
Annex I 
• guidelines for the preparation of monographs by the rapporteur 
Member States 
• guidance documents for carrying out residue trials 
• guidelines on applicability of Good Laboratory Practice 
• guidelines for preparation and presentation of data concerning 
efficacy as provided in Annex III of Directive 911414/EEC 
• guidance document with regard to modelling of fate and be-
haviour of plant protection products in the environment 
(groundwater, surface water, soil) 
In addition, guidance documents are currently being devel-
oped on mutual recognition, criteria for Annex l listing, data pro-
tection, establishment of AOELs, setting of an acute reference 
dose (ARID), dermal absorption, relevant metabolites, persis-
tence in soil, aquatic and terrestrial ecotoxicology. 
The evaluation and decision-making procedure for 
active substances contained in plant protection 
products 
In principle, the evaluation of active substances is shared be-
tween the competent authorities of the Member States and Com-
mission, in order to avoid duplication of work and to save time 
and staffresources. For each active substance, a designated "rap-
porteur" Member State performs the evaluation on behalf of the 
European Corrunission, in close collaboration with experts from 
other Member States. 
Fig. 1. Evaluation procedure for active substances in the EU 
Data submitter / Rapporteur 
applicant Member State 
Member 
States 
European 
Commission 
Abbreviations: EAS = existing active substance; NAS = new active 
substance; ECCO = European Commission Co-ordination; SCPH = 
Standing Committee on Plant Health; SCP = Scientific Committee on 
Plants; BBA = Biologische Bundesanstalt für Land- und Forstwirt-
schaft, Braunschweig, Germany; PSD = Pesticides Safety Directo-
rate, York, UK 
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Table 1. Council Directive 91/414/EEC of 15 July 1991 concerning the placing of plant protection products on the market and its im-
plementing Directives and Decisions 
Directive 91/414/EEC including 
Annex 1: Active substances (a.s.), 
inclusion in Annex 1 
Active substances, 
non-inclusion in Annex 1 and 
withdrawal from the market 
Annex II: Data requirements for the inclusion 
of an active substance (a.s.) in Annex 1 
Part A: Chemical substances 
Part B: Microorganisms and viruses 
Annex III: Data requirements for the authorisation 
of a plant protection product 
Part A: Chemical preparations 
Part B: Preparations of microorganisms and viruses 
Annex IV: Risk phrases 
Annex V: Safety phrases 
Annex VI: Uniform principles for the evaluation 
of plant protection products · 
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Implementation Directives and Decisions 
lmazalil 
(EUROPEAN COMMISSION, 1997) 
Azoxystrobin 
(EUROPEAN COMMISSION, 1998e) 
Kresoxim-methyl 
(EUROPEAN COMMISSION, 1999a) 
Spiroxamine 
(EUROPEAN COMMISSION, 1999b) 
Azimsulfuron 
(EUROPEAN COMMISSION, 1999e) 
Fluroxypyr 
(EUROPEAN COMMISSION, 2000e) 
Cyhalothrin 
(EUROPEAN COMMISSION, 1994) 
Ferbam 
(EUROPEAN COMMISSION, 1995a) 
Azinphos-ethyl 
(EUROPEAN COMMISSION, 1995a) 
Propham 
(EUROPEAN COMMISSION, 1996a) 
Dinoterb 
(EUROPEAN COMMISSION, 1998c) 
Fenvalerate 
(EUROPEAN COMMISSION, 1998d) 
DNOC 
(EUROPEAN COMMISSION, 19991) 
Pyrazophos 
(EUROPEAN COMMISSIOn, 2000c) 
Monolinuron 
(EUROPEAN COMMISSION, 2000b) 
Chlozolinate 
(EUROPEAN COMMISSION, 2000d) 
Annex II and III were developed in parallel: 
Part A: Chemical a .s. 
Directives 
97/73/EC 
98/47/EC 
99/1/EC 
99/73/EC 
99/80/EC 
2000/10/EC 
Decisions 
94/643/EC 
95/276/EC 
95/276/EC 
96/586/EC 
98/269/EC 
98/270/EC 
99/164/EC 
2000/233/EC 
2000/234/EC 
in press 
Directive 
Efficacy 93/71/EEC 
(EUROPEAN COMMISSION, 1993) 
1. ldentity of the a.s.: 94/37/EC 
(EUROPEAN COMMISSION, 1994b) 
2. Phys.-chem. properties: 94/37/EC 
(EUROPEAN COMMISSION, 1994b) 
3. Other information: 94/37/EC 
(EUROPEAN COMMISSION, 1994b) 
4. Analytical methods: 96/46/EC 
(EUROPEAN COMMISSION, 1996c) 
5. Toxicology and metabolism: 94/79/EC 
(EUROPEAN COMMISSION, 1994c) 
6. Residues: 96/86/EC 
(EUROPEAN COMMISSION, 1996d) 
7. Fate and behaviour in the environment: 95/36/EC 
(EUROPEAN COMMISSION, 1995b) 
8. Ecotoxicology: 96/12/EC 
(EUROPEAN COMMISSION, 1996b) 
9. Summary: Doc. 1663Nl/94 rev. 8 
(EUROPEAN COMMISSION, 1998h) 
10. Classification and labelling in the sense of Dir. 67/548/EEC: 
Doc. 1663Nl/94 rev. 8 
(EUROPEAN COMMISSION, 1998h) 
Part B: Micro-organisms and viruses 
1. Efficacy 93/71/EEC 
(EUROPEAN COMMISSION, 1993) 
Further Directives in preparation. Draft working documents: 
2. For the active substance: Doc. 4992Nl/95 
(EUROPEAN COMMISSION, 1997a) 
3. For preparations: Doc. 4993Nl/95 
(EUROPEAN COMMISSION, 1997b) 
Draft Directive in preparation 
Draft Directive in preparation 
Directive 97/57/EC (EUROPEAN COMMISSION, 1997d) 
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Figure l illustrates the EC evaluation procedure for new 
(NAS) and existing (EAS) active substances, detailing the par-
ties involved and their different functions and the key documents 
developed. The process begins when an applicant prepares a 
dossier for submission to the rapporteur Member State. In the 
dossier, all relevant data requirements of the Annexes II and III 
of the Directive must be addressed, either by data or justifications 
for the non-submission of information. In the case of a NAS, the 
completeness of the dossier has to be determined by the Stand-
ing Committee on Plant Health (SCPH) of the European Com-
mission, in which all 15 EU Member Stares are represented. Only 
when the dossier is considered complete, the detailed evaluation 
can be started by the rapporteur Member State. In the case of 
EAS, the detailed evaluation starts when the dossier is consid-
ered sufficiently complete by the rapporteur Member State. The 
subsequent steps are similar for new and existing active sub-
stances. The rapporteur performs an assessment of the data sub-
mitted and prepares a draft assessment report also containing a 
recommendation concerning Annex 1 inclusion. This draft as-
sessment report, generally referred to as monograph, is then sub-
mitted to the European Commission and distributed to the main 
data submitter(s)/applicant and the Member States for com-
ments. Any comments are taken into account during the discus-
sion of the monograph in so-called ECCO Peer Review meetings 
which are organised by the ECCO-Team on behalf of the Euro-
pean Cmrunission. The ECCO-Team and the ECCO Peer Review 
Programme was founded by the European Commission on 1 Au-
gust 1996 as part of the joint evaluation process for new and ex-
isting active substances of plant protection products in accor-
dance with the requirements of Directive 91/414/EEC and Reg-
ulation (EEC) No 3600192. The principle aim of the programme 
is to facilitate the decision making process within the framework 
of the SCPH. For each active substance discussed in these expert 
group meetings, a "full report" is prepared by the ECCO-Team 
which is then considered by all 15 Member States in the two Eu-
ropean Commission Working Groups "evaluation" and "legisla-
tion". Specific scientific issues relating to Annex l inclusion may 
be referred to the Scientific Committee on Plants (SCP). As a 
conclusion of the evaluation of an active substance, a "Review 
Report" is prepared by the Commission. Based on this report, the 
Commission drafts a decision on Annex 1 inclusion for consider-
ation by the SCPH. In the case of a favourable opinion, a final 
decision on Annex 1 inclusion is taken by the Commission and a 
Directive is published in the Official Journal of the European 
Communities stating that the active substance has been listed in 
Annex 1 in conjunction with certain conditions and/or restric-
tions. Consequently, authorisations for plant protection products 
containing the active substance can be granted (NAS) or must be 
reviewed (EAS) by the national authorities ofthe Member States 
taking into account any conditions or restrictions associated with 
the inclusion and the "uniform principles" of Annex VI. 
The central documents prepared during the evaluation proce-
dure are, in chronological order, the dossier (by applicant/data 
submitter), the draft assessment report (referred to as mono-
graph, by rapporteur Member State), the full report (by ECCO-
Team) and the Review Report (by European Commission). At 
each stage of the evaluation, the reports become shorter as the 
discussions concentrate more and more on the key issues which 
are critical for decision on Annex 1 inclusion. 
After this general overview a more detailed description of the 
EC evaluation process is given below. For this purpose, the de-
scription of evaluation procedures was divided in 8 steps (see 
Table 2) which are explained separately in chronological order. 
1 Publication of existing active substances to be 
reviewed 
One key objective qf Directive 91/414/EEC (laid down in Arti-
cle 8 (2)) is to review all the existing active substances (i.e. more 
than 800) with regard to their acceptability for inclusion in An-
nex I. On 11 December 1992, the Commission adopted Regula-
tion (EEC) No 3600192 (EUROPEAN COMMISSION, 1992), cover-
ing the re-evaluation of a first !ist of 90 active substances. The 
selection took into account aspects such as health and/or envi-
rornnental concern, the possibility of residues in treated products 
and the importance of the active substances in agriculture, horti-
culture, etc. In order to implement this regulation, further Com-
mission regulations have been adopted, designating the rappor-
teur Member States and identifying the notifying producers (see 
point 2). On 28 February 2000, the Commission adopted a fur-
ther Regulation, (EC) No. 451/2000 (EUROPEAN Cotv1tv11ss10N, 
2000a) laying down the detailed mies for the implementation of 
the second and third stages of the work programme referred to in 
Article 8 (2) of Council Directive 91/414/EEC. Details of this 
regulation are not described in this publication. 
2 Notification of interest to support Annex I inclusion 
Existing active substances 
Within 6 months of the date of entry into force of Regulation 
(EEC) No 3600192, producers were requested to notify to the Eu-
ropean Commission of their intention to support one or more of 
the 90 existing active substances with regard to their inclusion in 
Annex 1 (EUROPEAN COMMISSION, 1998a). On the basis of these 
notifications, the Commission, in collaboration with the Member 
States, nominated "rapporteur Member States" to carry out the 
detailed evaluation of the dossiers submitted by the notifiers. The 
specific deadline for the submission of dossiers, the notifiers ' 
names and the respective rapporteur Member State for the active 
substances to be reviewed were laid down in Commission Reg-
ulation (EC) No. 933/94 of 27 April 1994 (EUROPEAN CoMMIS-
s10N, 1994d). Both Regulations have been amended by Commis-
sion Regulation (EC) No. 491/95 of 3 March 1995 (EUROPEAN 
CoMMISSION, 1995d), in order to take into account the accession 
of Austria, Finland and Sweden to the European Community on 
1 January 1995. 
For cyhalothrin, no producer or Member State notified an in-
terest in pursuing inclusion of the active substance in Annex I of 
Table 2. Gradual evaluation programme for new and existing active substances in the EC 
New active substance 
3 Compilation of dossier 
4 Completeness check 
Existing active substance 
1 Publication of existing active substances to be reviewed 
2 Notification of interest to support Annex 1 inclusion 
5 Evaluation and assessment of an active substance by rapporteur Member State-preparation of a draft assessment report (monograph) 
6 Scientific discussion of the monograph in ECCO Peer Review meetings 
7 Negotiation on EC level with regard to Annex 1 inclusion 
8 Decision on inclusion in Annex 1 of Council Directive 91/414/EEC 
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Directive 91/414/EEC, with the consequence that authorisations 
for plant protection products containing this active substance 
were withdrawn. 
New active substances. In the case of new active substances, 
the applicant is free to choose to which Member States applica-
tions for Annex I inclusion should be made (EUROPEAN COMMIS-
SION, 1998b). The Member State receiving the application will, 
in principle, act as rapporteur Member State, being responsible 
for the completeness check and detailed evaluation of the dossier 
submitted by the applicant. 
3 Compilation of dossier 
In order to support Annex I inclusion of an active substance, the 
dossier must include a complete Annex II data package, as weil 
as complete Annex III data on at least one representative prepa-
ration containing the active substance. The dossiers are prepared 
to a standard format as detailed in the EC-Dossier Guideline (Eu-
ROPEAN COMMISSION, 1998h), which was subsequently adapted 
for use by the OECD (OECD, l 998a). The guidelines provide de-
tailed guidance on the structure of the dossier and the presenta-
tion and assessment of data, thus representing an important step 
towards OECD-wide harmonisation of data presentation by in-
dustry. 
For existing active substances covered by Regulation (EEC) 
No. 3600/92, the deadline for the submission of dossiers to the 
rapporteur Member State was 30 April 1995. By Commission 
Regulation (EC) No. 2230/95 (EUROPEAN COMMISSION, 1995c), 
this deadline was extended to 31 October 1995 for 39 of the 90 
active substances. 
4 Completeness check (for new active substances on/y) 
On receipt of the dossier, the rapporteur Member State must de-
termine whether the dossier satisfies the requirements of Annex 
II and complies withAnnex III for at least one preparation. When 
the rapporteur Member State confirms that the dossier submitted 
is complete or with no substantial data gaps, the applicant for-
wards the full dossier (preferably in the CAD DY format, see be-
low: achievements of the EU evaluation process and prospects, 
point 2) to all Member States and the European Commission, 
which then refers the dossier to the Standing Committee on Plant 
Health (SCPH). Following a favourable vote on the complete-
ness of the dossier by the SCPH, a Commission decision is pub-
lished requesting the rapporteur Member State to start the de-
tailed evaluation of the dossier. The publication of the decision 
on the completeness of the dossier is prerequisite for the grant-
ing of any provisional authorisations for plant protection prod-
ucts containing the active substance in advance of Annex I in-
clusion. 
5 Evaluation and assessment of an active substance -
preparation of a draft assessment report (monograph) 
On the basis of the dossier(s) submitted, the rapporteur Member 
State prepares a monograph in accordance with the guideline for 
the preparation of monographs (EUROPEAN COMMISSION, 1998g). 
This guideline was developed by the EC Member States, subse-
quently adapted and adopted by OECD (OECD, 1998b). The aim 
of the guideline is to ensure a consistently high standard in the 
documentation prepared. The monograph consists of four vol-
umes with a number of sections and levels reflecting the differ-
ent sections and tiers of the dossier dealing with particular areas 
of evaluation and assessment such as identity, physico-chemical 
properties, details of uses and further information, methods of 
analysis, fate and behaviour in the environment, effects on non-
target species (ecotoxicology), impact on human and animal 
health (mammalian toxicology) and residues. lt also contains a 
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!ist of studies relied upon in the evaluation and a proposal from 
the rapporteur Member State regarding inclusion in Annex I. Rel-
evant. information and data submitted by third parties are also 
taken into consideration. Special attention is paid to confidential 
business information such as data on identity, which are pre-
sented in a separate volume. 
When completed, the ECCO-Team (see point 6), on behalf of 
the Commission, arranges for the distribution of the monograph 
to all Member States, the relevant Commission services as well 
as to the applicant or the main data submitter(s) (VON KIETZELL 
et al., l 998a). 
6 Technical discussion of the monograph in ECCO Peer 
Review Programme 
The monographs prepared by rapporteur Member States for in-
dividual active substances are the basis for the discussion in 
ECCO Peer Review meetings organised by the ECCO-Team on 
behalf of the European Commission (LANDSMANN et al., 1998; 
(VON KIETZELL et al., l 998a). They are scheduled for discussion 
in these meetings as soon as they have been received in the Com-
mission, with priority being given to new active substances. The 
ECCO-Team consists of two groups situated at the Biologische 
Bundesanstalt für Land- und Forstwirtschaft (BBA) in Braun-
schweig/Germany and the Pesticides Safety Directorate (PSD) in 
York/United Kingdom. At an ECCO Peer Review meeting ex-
perts from different Member States and representatives from the 
European Commission discuss specific parts of the monographs 
for several active substances. The experts that attend the meet-
ings are selected by the European Commission on the basis of the 
nominations received by the Member States. The meetings are 
chaired by senior experts of BBA and PSD. To ensure that all 
views are taken into account, all Member States and data sub-
mitters are invited to submit written comments on the mono-
graphs which will be considered during the meetings. Separate 
meetings each lasting up to 5 days are held on the following sec-
tions: 
- identity, physico-chemical properties; details of uses and fur-
ther information; methods of analysis 
- impact on human and animal health 
- fate and behaviour in the environment 
- ecotoxicology 
-residues. 
The task of each ECCO meeting is to identify the main areas 
of concern, to agree on a !ist of end points relevant to the risk as-
sessment and to confirm. any data requirements to be addressed 
by the applicant/data submitters. A standardised pro-forma for 
the lists of end points which are evaluated by rapporteur Mem-
ber States and reviewed in the ECCO meetings has been speci-
fied in both dossier and monograph guideline. The series of five 
ECCO Peer Review meetings, followed by an "Overview Meet-
ing", is called an "ECCO round". To date, seven ECCO rounds 
have been organised by the ECCO-Team, in which 76 mono-
graphs (24 for new and 52 for existing active substances) have 
been discussed (VON KIETZELL, 1998a and 1998b). Table 3a lists 
the 76 active substances which have been considered so far. 
Round 8 is ongoing covering additional 17 active substances 
(Table 3b). 
Further to organising and servicing the meetings, the ECCO-
Team is responsible for producing a report ("concise outline re-
port") of each ECCO meeting, which reflects the discussion and 
conclusions of the meeting. At the end of each ECCO round, the 
ECCO-Team prepares a "full report" for each active substance 
considered at the meetings. This report also includes an "evalua-
tion table" which lists the data requirements to be addressed by 
the data submitters. The füll report is forwarded to all Member 
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Table 3a. Active substances discussed in ECCO Peer Review meetings, round 1-7 
Active substance Existing or new * Rapporteur Member State Category 
2,4-0 existing Greece herbicide 
2,4-DB existing Greece herbicide 
aldicarb existing United Kingdom nematicide/acaricide/insecticide 
amitraz existing Austria acaricide/insecticide 
amitrole existing France herbicide 
atrazine existing United Kingdom herbicide 
azimsulfuron new ltaly herbicide 
azinphos-methyl existing Germany acaricide/insecticide 
azoxystrobin new Germany fungicide 
benomyl existing Germany fungicide 
bentazone existing Germany herbicide 
beta-cyfluthrin existing Germany insecticide 
carbendazim existing Germany fungicide 
carfentrazone-ethyl new France herbicide 
CGA245 704 new France fungicide 
chlorfenapyr new Spain insecticide/acaricide 
chlozolinate existing Greece fungicide 
cinidon-ethyl new United Kingdom herbicide 
cyclanilide new Greece growth regulator 
cyfluthrin existing Germany insecticide 
cyhalofop-butyl new ltaly herbicide 
deltamethrin existing Sweden insecticide 
dinoterb existing France herbicide 
diquat existing United Kingdom herbicide 
DNOC existing France acaricide/insecticide 
esfenvalerate existing Portugal insecticide 
ethofumesate existing Sweden herbicide 
ethoxysulfuron new ltaly herbicide 
famoxadone new France fungicide 
fenarimol existing United Kingdom fungicide 
fenhexamid new United Kingdom fungicide 
fenthion existing Greece insecticide 
fentin acetate existing United Kingdom fungicide 
fentin hydroxide existing United Kingdom fungicide 
flufenacet new France herbicide 
flumioxazine new France herbicide 
flupyrsulfuron-methyl new France herbicide 
fluroxypyr existing Germany herbicide 
flurtamone new France herbicide 
flusilazole existing lreland fungicide 
fosthiazate new United Kingdom nematicide 
glyphosate existing Germany herbicide 
glyphosate-trimesium existing Germany herbicide 
imazalil existing Luxembourg fungicide 
imazosulfuron new Germany herbicide 
iprodione existing France fungicide 
isoxaflutole new Netherlands herbicide 
kresoxim-methyl new Belgium fungicide 
lambda-cyhalothrin existing Sweden insecticide 
lindane existing Austria insecticide 
linuron existing United Kingdom herbicide 
maleic hydrazide existing Denmark growth regulator 
metsulluron existing France herbicide 
monolinuron existing United Kingdom herbicide 
paraquat existing United Kingdom herbicide 
pendimethalin existing Spain herbicide 
prohexadione calcium new France growth regulator 
propineb existing ltaly fungicide 
propyzamide existing Sweden herbicide 
pymetrozine new Germany insecticide 
pyrazophos existing Netherlands fungicide 
pyridate existing Austria herbicide 
quinoxyfen new United Kingdom fungicide 
quintozene existing Greece fungicide 
simazine existing United Kingdom herbicide 
spiroxamine new Germany fungicide 
sulfosulfuron new lreland herbicide 
tecnazene existing United Kingdom fungicide 
thiabendazole existing Spain fungicide 
thifensulfuron existing France herbicide 
thiophanate-methyl existing Germany fungicide 
thiram existing Belgium fungicide 
triasulfuron existing France herbicide 
vinclozolin existing France fungicide 
warfarin existing lreland rodenticide 
ziram existing Belgium fungicide/repellent 
*existing: existing active substance, on the market on or before 25 July 1993; new: new active substance, application for first inclusion in An-
nex 1 made alter 25 July 1993. 
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Table 3b. Active substances under discussion in ECCO Peer Review meetings, round 8 
Active substance Existing or new * Rapporteur Member State Category 
acephate existing ltaly insecticide 
chlorpropham existing Netherlands growth regulator/herbicide 
chlorpyrifos existing Spain insecticide/acaricide 
chlorpyrifos-methyl existing Spain insecticide/acaricide 
daminozide existing Netherlands growth regulator 
ferric III phosphate new Germany molluscicide 
flazasulfuron new Spain herbicide 
isoproturon existing Germany herbicide 
mecoprop existing Denmark herbicide 
mecoprop-P existing Denmark herbicide 
metalaxyl-M new Belgium fungicide 
molinate existing Portugal herbicide 
oxadiargyl new ltaly herbicide 
parathion existing ltaly insecticide 
propiconazole existing Finland fungicide 
prosulfuron new France herbicide 
pyraflufen-ethyl new Belgium herbicide 
*existing: existing active substance, on the market on or before 25 July 1993; new: new active substance, application for first inclusion in An-
nex 1 made alter 25 July 1993. 
States, the European Commission and the applicant/main data 
submitter. As a supplement to the monograph, it serves as the ba-
sis for further discussions with all Member States at EC level ( see 
point 7). Furthermore, the ECCO-Team prepares the initial draft 
of the Review Report, which is developed further by the Com-
rnission in the evaluation process. The Review Report sum-
marises the key issues that are critical to the decision on Annex I 
inclusion (see also 7). 
In addition to the organisation of ECCO Peer Review meet-
ings, the ECCO-Team supports the European Commission in the 
development of standardised evaluation and assessment criteria. 
In this context, separate expert meetings to discuss specific guid-
ance documents ( e.g. on AOEL, aquatic toxicity, residues) are or-
ganised by the ECCO-Team, which is also co-ordinating the re-
vision of guidance documents. On 28 February 2000 a study re-
port prepared by Mark Lynch (lreland) for the ECCO-Team on 
criteria and procedures for inclusion of active substances in An-
nex I of Council Directive 91/414/EEC has been submitted and 
will be further discussed. 
7 Negotiation on EG /evel with regard to Annex/ 
inclusion 
Following the ECCO Peer Review meetings, the monograph and 
the füll report are considered by two successive European Com-
mission Working Groups which are composed of representatives 
of all Member States and chaired by the European Conunission. 
In the Working Group "Plant Protection Products" (evaluation) 
outstanding issues and data requirements are considered with the 
discussion concentrating on the evaluation table initially pre-
pared by the ECCO-Team (see point 6). The Working Group 
"Plant Protection Products" (evaluation) decides whether the 
data requirements identified by the ECCO rneetings have been 
adequately addressed. If necessary, fürther data and new studies 
can be requested. After the evaluation of an active substance has 
been finalised in the Working Group "Plant Protection Products" 
(evaluation), the Scientific Committee on Plants (SCP) is usually 
consulted on the draft decision relating to Annex I inclusion pre-
pared by the European Commission. The SCP is one of the eight 
Scientific Committees (WALSH, 1998) which were created by 
Comrnission Directive 97/579/EC of 23. 07. 1997 (EUROPEAN 
CoMMISSION, 1997c) to provide independent scientific advice to 
the services responsible for the corresponding policy and legis-
lation. The SCP, composed of 19 selected experts deals with, in-
ter alia, active substances contained in plant protection products 
and the risk assessment for pesticide residues in food. 
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After the SCP has expressed its opinion, the draft decision is 
discussed in the Working Group "Plant Protection Products" 
(legislation). The Working Group considers the evaluation and, 
in addition to this, the wider implications of the recommenda-
tions arising from the evaluation. Discussions also take place on 
the draft Review Report prepared by the European Cornmission 
and its appendices which contain an up-dated list of end points 
characterising the active substance in question and, for existing 
active substances, a list of studies for which data protection is 
claimed. 
B Oecision on inclusion in Annex / of Council Directive 
911414/EEC 
Following the discussions in the Working Groups "Plant Protec-
tion Products", the European Commission submits final versions 
of the draft decision and the Review Report to the Standing Com-
mittee on Plant Health (SCPH), in which all Member States and 
Cornmission are represented. The Review Report contains three 
background documents: 
A: the rnonograph of the rapporteur Mernber State 
B: the füll report, including the final evaluation table, and the de-
tailed evaluation of the rapporteur Member State of new data 
made available after the subrnission of the monograph to the Eu-
ropean Commission and which are considered critical for the de-
cision making. 
C: all comments submitted after the Peer Review. 
The SCPH considers the Review Report and gives a formal 
opinion on the draft decision. The decision may be: 
• inclusion of an active substance in Annex I (with, where nec-
essary, any associated restrictions or conditions), where suffi-
cient data have been presented and the conditions of Article 5 
are satisfied at least for certain representative conditions of 
use. 
• non-inclusion of an active substance in Annex I or withdrawal 
from the market, where the applicant/rnain data subrnitter is 
not willing to generate the data required for Annex I inclusion, 
or where harrnful effects on human and animal health or unac-
ceptable effects on the environment may be expected from the 
use of the plant protection products containing the active sub-
stance. 
The SCPH is requested to express its opinion on draft propos-
als by qualified majority voting, with Member States carrying 
weightings as specified in table 4. The Commission adopts the 
proposal if at least 62 votes are in favour. If the SCPH delivers 
an unfavourable opinion on the proposal (votes against > 25), or 
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Table 4. Weightings of Member States in Standing Committee on 
Plant Health (SCPH) 
Member State 
Germany, France, ltaly and the United Kingdom 
Spain 
Belgium, Greece, the Netherlands and Portugal 
Austria and Sweden 
Denmark, Finland and lreland 
Luxembourg 
Total 
Number of votes 
10 votes each 
8 votes 
5 votes each 
4 votes each 
3 votes each 
2 votes 
87 votes 
if no opinion is expressed, · then the Commission may refer the 
proposal to the Council of the EU. If the Council does not act 
within 3 months, then the Commission adopts the proposal. 
In practice, the Commission tries to reach the widest possible 
consensus between the Member States before a final decision on 
Annex 1 inclusion is taken. Under the previous arrangements, DG 
Agriculture could only submit a proposal to the Commission for 
adoption after agreement of all consulted Commission services 
including DG Environment, Nuclear Safety and Civil Protection, 
DG Employment, Industrial Relations and Social Affairs, DG 
Consumer Policy and Consumer Health Protection, the Secre-
ta1iat General as weil as the Legal Service. Finally, for each ac-
tive substance tobe included in Annex 1, a Directive is published 
by the Commission. The Directive has to be implemented by the 
Member States within a certain time frame (EUROPEAN COMMIS-
SION, 1996e). Following the decision of the Commission the Re-
view Report will be made available on request. 
Authorisations for plant protection products containing an ac-
ti ve substance included in Annex 1 are granted by the Member 
States for a period of up to 10 years on the basis of the uniform 
principles. They may be renewed after verification that the con-
ditions for inclusion in Annex I are still satisfied. 
Achievements of the EC evaluation process and 
prospects 
In this paper, the current EC evaluation process of active sub-
stances contained in plant protection products has been described 
in detail. However, with the continuously increasing amount of 
data/information generated for active substances, it is clear that 
possibilities relating to world-wide harmonisation of active sub-
stance evaluation should be considered as a matter of urgency. In 
addition to this, the envisaged world-wide work-sharing in the 
field of active substance evaluation based on harmonised princi-
ples will facilitate and accelerate the authorisation of plant pro-
tection products, reduce costs and ensure a higher degree of 
safety for the environment and consumers. 
The EC has already contributed significantly to this ambitious 
task in a number of ways: 
• by the development of guidelines for the preparation of 
dossiers and monographs as a basis for the respective OECD 
guidelines 
• by the development of CADDY (Computer Aided Dossier and 
Data Supply) (WENZELBURGER, 1998) 
• by the ECCO process in which the evaluation of active sub-
stances has been enhanced through the collaboration of experts 
between the EC Member States. 
The achievements of the EC evaluation process, as detailed be-
low, are a useful basis for the further development of a world-
wide harmonised approach of active substance evaluation. 
1 Technical harmonisation with regard to dossier and 
monograph preparation 
A high degree of technical harmonisation has been achieved 
within the EC through the development ofdetailed data require-
ments for active substances and plant protection products, the dec 
tailed evaluation and decision-making principles for plant pro-
tection products (uniform principles) and the guidelines con-
ceming the presentation of dossiers and monographs. The EC 
guidelines on the preparation of dossiers and monographs for in-
dividual active substances have formed the basis for the respec-
tive guidelines which were agreed at OECD level. This is seen as 
an important step towards harmonisation and work-sharing on a 
wider, international level, since industry has a standard format 
for the preparation of a dossier for submission in all OECD coun-
tries. 
As a result, the quality of dossiers will probably be improved 
in future, with the effect that less time is needed for the evalua-
tion of active substances, the preparation of monographs and the 
scientific discussion between all OECD countries. The mono-
graph guideline developed at EC level will improve the prepara-
tion of monographs, by ensuring a high standard of comparable 
active substance evaluations by the individual countries. 
2 CADDY (Computer Aided Dossier and Data Supply) 
The aim of the CADDY project is to facilitate the provision of 
dossiers for active substances to regulatory authorities through 
the development of a suitable electronic format for the compila-
tion and submission of dossiers in an efficient and econornic 
manner. As a result, the long-term archiving of dossiers and the 
increased accessibility of information contained !herein will be 
facilitated . 
The development of the CADDY retrieval software was 
started in 1995 at European level by the joint EC Member 
States/ECPA Data Transfer Steering Group and quickly ad-
vanced to become an international project through the participa~ 
tion of US-EPA, PMRA Canada, ACPA and Canadian Industry in 
1996. This Joint Data Steering Group, renamed in CADDY 
Steering Group in 1997, supervised the development of the 
CADDY software, monitored the test phase and is currently pro-
moting its implementation. This process was also augmented by 
the establishment of the GRIT (Global Regulatory Information 
Technology) Group, formed to monitor developments and to de-
velop strategies for electronic data submissions, maintaining at 
the same time the high level of co-operation already established 
at international level. Members of the GRIT Group are US-EPA, 
PMRA Canada, European Commission, ACPA, ECPA, Canadian 
Industry, OECD, BBA, PSD and NRA Australia. 
Industry has already started to compile dossiers by using the 
CADDY software (16 dossiers have already been submitted on 
CD-ROM using CADDY format, date: June 2000) and several 
countries have already gained experience using the retrieval soft-
ware. 
3 The ECCO Peer Review as a basis for Commission 
decisions on Annex I inclusion of active substances 
By bringing together experts from all EC Member States, the 
ECCO Peer Review of active substances has encouraged eo-Op-
eration between the EC Member States leading to increased con-
fidence in the evaluations of other Member States. As the link be-
tween Member States' experts and the European Comrnission, 
the ECCO Peer Review process can be considered as an impor-
tant influence in the development of European co-operation. 
Consequently, the ECCO Peer Review may serve as a good ex-
ample for the envisaged wider international co-operation in the 
field of active substance evaluation. 
For new active substances, as of l February 2000, dossiers for 
56 active substances have been agreed as complete, of which 24 
have been peer reviewed. Four, azimsulfuron, azoxystrobin, kre-
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soxim-methyl and spiroxamine, have been included in Annex I 
(see Table l for reference). 
Within the framework of Regulation (EEC) No 3600/92, 52 
monographs on existing active substances have been received 
from rapporteur Member States and been peer reviewed. As a re-
sult, two existing active substance, imazalil and fluroxypyr, have 
been included in Annex 1. Ten existing active substances (cy-
halothrin , ferbam, azinphos-ethyl, propham, dinoterb, fenvaler-
ate, DNOC, pyrazophos, monolinuron and chlozolinate) have not 
been included in Annex I and been/are being withdrawn from the 
market (see Table 1 for reference). 
The experience with the EC registration process for active sub-
stances clearly shows that technical harmonisation is weil ad-
vanced, whereas the legislation and the procedures for decision-
making need tobe improved to expedite the inclusion of active 
substances in Annex I and to achieve the ambitious aims set out 
in Directive 91/414/EEC. As a prerequisite, the Community leg-
islation has to be amended to provide an adequate legal frame-
work for the envisaged improvements. The Commission has al-
ready started collecting proposals for amendments to Directive 
91/414/EEC. In addition to this, further legislation is under de-
velopment, e.g. for active substances consisting of micro-organ-
isms, where the data requirements related to Annex I inclusion 
(Annex II B and III B of Directi ve 91/414/EEC) are to be agreed 
at both EC and OECD level (SMEETS, 1997). In order to cope with 
the re-evaluation of the remaining (- 720 existing active sub-
stances (90 EAS are already covered by Regulation (EEC) No 
3600/92), the Commission has recently adopted a further Regu-
lation listing active substances tobe called up for re-evaluation . 
A second list of around 150 active substances and a work pro-
gramme for the remaining active substances has been published 
(EuROPEAN COMMISSlON, 2000a). Assuming 3 years for the noti-
fication, check for completeness and compilation of the dossier 
and 1 year for the preparation of the monograph, further negoti-
ations at EC level with regard to Annex I inclusion could only 
start, at the earliest, in 2004 for these active substances. 
In order to speed up the inclusion of active substances in An-
nex I, each individual step of the evaluation and decision-mak-
ing process must be analysed with regard to its efficiency andre-
vised if necessary (SCHARPE, 1998; JULIN, 1998). While the 
ECCO Peer Review has been finalised for 76 active substances, 
only 16 decisions on the inclusion of active substances in Annex 
I or withdrawal from the market have been taken, indicating that 
the process of decision-making at the European Commission 
level needs to be accelerated. This bottleneck has, however, been 
recognised and with the preparation of guidelines on the criteria 
for Annex I inclusion efforts' are being focussed on facilitating 
decision-making between the EC Member States. 
With regard to the actual evaluation of active substances, the 
Commission intends to improve co-operation between Member 
States by developing a so-called "co-rapporteur"-system (EURO-
PEAN CoMMlSSlON, 1998f). In this system, initially intended to be 
applied for new active substances only, one or two co-rapporteurs 
shall assist the rapporteur Member State in the preparation of the 
monograph. ldeally this system would be further developed into 
a system whereby a single rapporteur Member State submits the 
monograph directly to the Working Group "Plant Protection 
Products" (evaluation). In this case only certain critical points 
may need to be discussed in the ECCO Peer Review Programme. 
Although the procedures for taking decisions appear very 
complex and lengthy in the EC, the highly developed collabora-
tion between the 15 EC Member States is impressive and unique 
in the world. As with any new programme of this complexity, the 
first examples through the system will always take Ionger to 
Glossary: Documentation of the EC pesticide registration process (chronical order) 
Document 
Dossier 
List of end points 
Draft assessment report 
(monograph) 
Concise outline report 
Evaluation table 
Full report 
Review Report 
Decision/Directive 
Prepared by 
Data submitter/applicant 
Data submitter/applicant, reviewed and as 
necessary revised by rapporteur Member State 
and ECCO Peer Review meetings 
Rapporteur Member State 
ECCO-Team 
ECCO-Team, checked and amended with comments 
by rapporteur Member State and main data 
submitter/applicant 
ECCO-Team 
The ECCO-Team prepares the initial draft, which is 
further developed by the European Commission 
during the evaluation process 
European Commission 
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Explanation/dDescription 
All relevant data requirements of the Annexes II and 
III of Directive 91/414/EEC must be addressed, ei-
ther by data or justifications for the non-submission 
of information. 
Characterisation of the active substance for risk 
assessment. Standardised pro-forma has been 
specified in both dossier and monograph guideline. 
Assessment of the data submitted containing a 
recommendation concerning Annex 1 inclusion. 
Reflects the discussions and conclusions of the 
ECCO Peer Review meetings with experts from 
different Member States and representatives from 
the European Commission. 
List of data requirements to be addressed by the 
data submitters. 
Prepared at the end of each ECCO round for each 
active substance considered at the ECCO Peer Re-
view meetings. Consists of meeting reports and 
comments of Member States, data submitters/appli-
cants and third parties. As a supplement to the 
monograph, it serves as the basis for further discus-
sions with all Member States at EC level. 
Summarises the key issues that are critical to 
the decision on Annex 1 inclusion. Background docu-
ments are monograph, full report and comments 
submitted alter Peer Review. 
For each active substance tobe included in Annex 1, 
a Directive is published in the Official Journal of the 
European Communities to be implemented by Mem-
ber States. In the case of non-inclusion, a Decision 
is published. 
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process while the system is established and the problems re-
solved. The high degree of technical harmonisation which has 
now been established within the EC can be used to facilitate the 
development of world-wide harmonised guidelines, ensuring 
cost-effectiveness and transparency in the evaluation of active 
substances and the authorisation of plant protection products. 
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